REMARKS 



The Applicants' below-named representative would like to thank Examiner Vera 
Afremova for the helpful and courteous discussion of the issues in this application held on 
August 10, 2006. This discussion addressed several points raised in the outstanding Office 
Action. The points addressed during the discussion are identified below. 

The outstanding Office Action includes an objection to the characterization of the 
surfactant in independent claims 1 and 21 as an anionic surfactant. The dependent claims are 
amended to clearly identify specific anionic surfactants as example of anionic surfactants. 
Furthermore, it is submitted that the definition of anionic surfactant is well known in the art and 
the types of surfactant that are considered anionic surfactants are well known in the art. The 
Examiner's attention is directed to Rosen, Surfactants and Interfacial Phenomena, ©1978 by John 
Wiley & Sons, Inc., pages 1-25, where the definitions of surfactant and anionic surfactant are 
provided. In particular, page 1 of Rosen defines a surfactant as "a substance that, when present 
at low concentration in a system, has the property of adsorbing onto the surfaces or interfaces of 
the system and of altering to a marked degree the surface or interfacial free energies of those 
surfaces (or interfaces)." Furthermore, according to Rosen on page 4, an anionic surfactants is a 
surfactant where "the surface-active portion of the molecule bears a negative charge." In view of 
the amendment to claims 1 and 21 and the enclosed publication by Rosen, it is submitted that one 
having ordinary skill in the art understands what is meant by a surfactant, and in particular, what 
is meant by an anionic surfactant. 

The outstanding Office Action contents that the meaning of the term "anionic surfactant" 
is indefinite and therefore cannot be relied upon to distinguish from European Publication No. 0 
685 556 to Ghazarian et aL This is clearly incorrect. The definition of an anionic surfactant is 
well known and understood in the art. 

The outstanding Office Action contents that "TRIS" is a surfactant in view of page 1664 
of the MERCK Index 1996, 12th Edition. It is pointed out that page 1664 of the MERCK Index 
clearly identifies TRIS as a buffer. In the paragraph entitled "Use," the MERCK Index provides 
that TRIS can be used in the synthesis of various components including surface-active agents. 
Furthermore, this paragraph provides that TRIS can be used in various compositions where a 
buffer is normally found. It is incorrect to characterize TRIS as a surfactant on the grounds that 
it can be used in the preparation of a surfactant or in a composition that contains a surfactant 
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(e.g., an emulsion). Furthermore, the structure for TRIS provided by the MERCK Index is not 
consistent with the definition of surfactant provided by Rosen. The outstanding Office Action 
fails to provide any explanation of why the structure of TRIS would be a component that adsorbs 
onto the surfaces or interfaces of a system to alter to a marked degree the surface or interfacial 
free energies of those surfaces or interfaces. Clearly, TRIS is not a surfactant but rather is a well 
known buffer. 

The outstanding Office Action argues that component (b) "is not necessarily one specific 
ingredient as argued." It is pointed out that claims 1 and 21 clearly identify the presence of an 
anionic surfactant. Furthermore, the definition of an anionic surfactant is well known in the art. 
The contention in the outstanding Office Action that "glycerol, fructose, glucose, etc." are 
examples of anionic surfactants is clearly incorrect. The outstanding Office Action has not 
established that glycerol, fructose, or glucose are surfactants, and clearly has not established that 
these components are anionic surfactants. 

The outstanding Office Action contents that the BILADYL concentrate contains egg 
yolk. It is pointed out the BILADYL concentrate does not contain egg yolk. Exhibit B of Dr. 
Richard Lomneth's Declaration (mailed on March 31, 2005) includes recipes for the use of the 
BILADYL concentrate. The company distributing the BILADYL product, Minitiib GmbH, 
teaches the addition of egg yolk to the BILADYL concentrate. However, the BILADYL 
concentrate itself does not include egg yolk. The Examiner's attention is directed to the copy of 
the label of BILADYL concentrate enclosed with this Amendment. The label of BILADYL 
concentrate does not identify egg yolk as an ingredient. The interpretation in the outstanding 
Office Action that the BILADYL concentrate contains egg yolk is clearly incorrect. 

It is understood that the Declaration by Dr. Richard Lomneth was essentially ignored in 
view of the incorrect contention that the BILADYL concentrate contains egg yolk. Because the 
BILADYL concentrate does not contain egg yolk, it is submitted that this rationale for ignoring 
the Declaration by Dr. Richard Lomneth is without merit, and reconsideration of the Declaration 
of Dr. Richard Lomneth is requested. 

The remaining comments provided in the outstanding Office Action, and as discussed 
during the interview with Examiner Vera Afremova, are summarized and explained upon in the 
following remarks. 
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Rejection Under 35 U.S.C. § 112 

The outstanding Office Action includes a rejection of claims 1, 2, 4-6, 9-1 1, 13, 14, 21, 
22, 24-26, 28-31, 33, and 34 under 35 U.S.C. § 1 12, second paragraph. This rejection is 
traversed. 

The basis for this rejection relates to confusion over the definition of an anionic 
surfactant. Enclosed for the Examiner's reference is a copy of Chapter 1 of Rosen, Surfactants 
and Interfacial Phenomena, ©1978 John Wiley & Sons, Inc., pages 1-25. On page 1 of Rosen, a 
surface active agent (surfactant) is defined as "a substance that, when present at low 
concentration in a system, has the property of adsorbing onto the surfaces or interfaces of the 
system and of altering to a marked degree the surface or interfacial free energies of those 
surfaces (or interfaces)." Furthermore, according to Rosen on page 4, anionic surfactants are 
those components where "the surface- active portion of the molecule bears a negative charge." 
Clearly, the art understands what is meant by the phrase "anionic surfactant." 

Claims 9 and 33 are amended to more clearly provide that the list of surfactants are 
anionic surfactants. Furthermore, the amendment cancels claims 10 and 34. 

In view of the above explanation and the amendment to the claims, withdrawal of this 
rejection is requested. 

Prior Art-Based Rejections 

The present invention is directed to an aqueous ready to use semen extender composition. 
The semen extender composition includes about 0.1 wt.% to about 6 wt.% phospholipid obtained 
from non-animal source comprising lecithin, about 0.0001 wt.% to about 1 wt.% of anionic 
surfactant to reduce ice crystal formation during freezing of the composition, about 0.5 wt.% to 
about 3 wt.% carbohydrate, about 3 wt.% to about 14 wt.% freeze agent, and biological buffer to 
provide the composition with a pH of about 6.9 to about 7.5, and a sufficient amount of water so 
that the composition exhibits an osmolality of about 250 mOsM to about 350 mOsM, and 
wherein the composition is substantially free of animal products. The claimed invention is 
additionally directed to a method for manufacturing an aqueous ready to use semen extender 
composition. 

One advantage of the aqueous ready to use semen extender composition according to the 
present invention is the ability to avoid the use of egg yolk which is a common component in 
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conventional semen extender compositions while providing a semen extender composition that 
provides a desired level of viability and motility of the sperm cells. It is believed that egg yolk 
may contain nonpathogenic organisms or pathogenic organisms that may be harmful to the host 
or cells that contact the product. Accordingly, eliminating egg yolk from the ready to use semen 
extender composition reduces the risk of contamination of the semen by organisms that may be 
present in the egg yolk. 

Rejection Over European Publication No. 0 685 556 (Ghazarian et al.) 

Claims 1, 2, 6, 8, 11, 13, 14, 21, and 22 stand rejected under 35 U.S.C. § 102(b) over 
Ghazarian et aL This rejection is traversed. 

Ghazarian et aL fail to disclose an aqueous ready to use semen extender composition 
containing about 0.0001 wt.% to about 1 wt.% of an anionic surfactant to reduce ice crystal 
formation during the freezing of the composition according to the present invention. 

Because Ghazarian et al. fail to disclose an aqueous ready to use semen extender 
composition containing about 0.0001 wt.% to about 1 wt.% of anionic surfactant to reduce ice 
crystal formation during freezing of the composition according to the present invention, the 
claimed invention is not anticipated by Ghazarian et aL and withdrawal of this rejection is 
requested. 

Rejection Over U.S. Patent No. 6,368 .786 (Saint-Ramon et aL) 

Claims 1, 2, 4-6, 8, 11, 13, 14, 21, and 22 stand rejected under 35 U.S.C. § 102(e) over 
Saint-Ramon et aL This rejection is traversed. 

Along with the amendment mailed on March 29, 2005, a Declaration by Dr. Richard 
Lomneth was provided to demonstrate a reduction to practice of the invention prior to May 14, 
1999 corresponding to the priority date of Saint-Ramon et aL According to the outstanding 
Office Action at page 9, the Declaration was disregarded on the grounds that the BILADYL 
product does contain egg yolk, and therefore the product referred to in the declaration contains 
egg yolk. As discussed above, the BILADYL concentrate does not contain egg yolk. The 
Examiner's attention is directed at the product label enclosed with this amendment. The product 
label for the BILADYL concentrate does not identify egg yolk as a component. BILADYL 
concentrate is a commercially available product that is intended to be used with egg yolk. The 
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Examiner's attention is directed at Exhibit B provided as part of the Declaration by Dr. Richard 
Lomneth. Exhibit B includes instructions for preparing a "cocktail AB." In particular, according 
to the instructions, "100 ml clean egg yolk from fresh chicken eggs" is added during the 
preparation of solution A and during the preparation of solution B. The BILADYL concentrate 
itself does not contain egg yolk. The BILADYL concentrate referred to in the Declaration by Dr. 
Richard Lomneth does not contain egg yolk. 

The Examiner is requested to reconsider the Declaration by Dr. Richard Lomneth in view 
of the incorrect interpretation of the Declaration expressed in the outstanding Office Action. 

The Declaration by Dr. Richard Lomneth clearly demonstrates possession of the 
invention of the above-identified patent application as a result of a reduction to practice of the 
invention prior to May 14, 1999. In view of the Declaration by Dr. Richard Lomneth, Saint- 
Ramon et al does not qualify as prior art under 35 U.S.C. § 102(e), and withdrawal of the 
rejection over Saint-Ramon et al is requested. 

Rejection over Ghazarian et al or Saint-Ramon et al. in view of U.S. Patent No. 3,444,039 
(RaiamannanX U.S. Patent No. 6,130,034 (AitkenY U.S. Patent No. 6,140,121 (Ellington et alX 
C. Helleman and E. Gieroux, Deep Freezing of Rabbit Sperm, Effect of a Surfactant on 
Fertilizing Capacity, Zuchthyg., 23, 33-37 (1988) (Hellemann et al.) 

Claims 1, 2, 4-6, 8-11, 13, 14, 21, 22, 24-26, and 28-31 stand rejected under 35 U.S.C. 
§ 103(a) over Ghazarian et al or Saint-Ramon et al and Rajamannan, Aitken, Ellington et al., 
and Helleman et al. This rejection is traversed. 

In view of the above comments, Saint-Ramon et al are not available as prior art. 
Accordingly, withdrawal of this rejection as it is based upon Saint-Ramon et al is requested. 

As discussed previously, Ghazarian et al. fail to disclose an aqueous ready to use semen 
extender composition comprising about 0.0001 wt.% to about 1 wt.% of anionic surfactant to 
reduce ice crystal formation during freezing of the composition according to the present 
invention. It is submitted that the references relied upon in the outstanding Office Action would 
not have suggested modifying Ghazarian et al to include an anionic surfactant. 

Ghazarian et al. are directed to a vehicle for nonautonomous microorganisms of the 
animal kingdom to be kept alive outside their natural environment with a view to human 
interventions. The vehicle includes an aqueous medium comprising nutrition agents, buffers and 
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mineral salts, and a protective product formed as a support for embryonic growth by a living 
organism, wherein the protective product is a lecithin extracted from soy seeds and introduced 
into the aqueous medium upon formation of the vehicle. See the English language translation of 
Ghazarian et aL on page 2, lines 1-17, and page 3, lines 20-27. 

As discussed above, Ghazarian et aL fail to disclose a composition containing about 
0.0001 wt.% to about 1 wt.% of anionic surfactant to reduce ice crystal formation during freezing 
of the composition. Rajamannan, Aitken, Ellington et aL, and Hellemann et aL would not have 
suggested modifying Ghazarian et aL to include about 0.0001 wt.% to about 1 wt.% of anionic 
surfactant to reduce ice crystal formation during freezing of the composition according to the 
presently claimed invention. 

Rajamannan appears to be relied upon in the outstanding Office Action for the disclosure 
of buffering to a pH of 6 to 7.5 and for the disclosure of sodium citrate as a buffering agent. See 
Rajamannan at column 3, line 30 and lines 41-47. It is pointed out that Rajamannan is directed 
at an egg yolk containing composition. See Rajamannan at column 1, lines 13-19, and the 
example disclosing the presence of egg yolk solids. It is pointed out that Rajamannan fails to 
disclose or suggest the use of about 0.0001 wt.% to about 1 wt.% anionic surfactant to reduce ice 
crystal formation during freezing of the composition according to the present invention. 

It appears that the outstanding Office Action relies upon Aitken for the disclosure of an 
anti-oxidant. Aitken refers to an anti-oxidant such as vitamin E at column 1, line 50. It is 
pointed out, however, that Aitken is directed at an egg yolk-containing system. See Aitken at 
column 1, lines 28-38. The outstanding Office Action fails to explain why one having ordinary 
skill in the art would look to a disclosure relating to the use of raw egg yolk for a suggestion to 
modify a composition that is free of raw egg yolk. 

It is submitted that raw egg yolk contains a large number of various components and is a 
much more complicated system than the semen extender composition that does not contain raw 
egg yolk. Accordingly, the disclosure of the use of an anti-oxidant in a raw egg containing 
semen extender composition according to Aitken in no way suggests the use of an anti-oxidant in 
a non-raw egg containing semen extender composition. 

Nevertheless, the outstanding Office Action fails to explain why one having ordinary 
skill in the art would receive a suggestion from Aitken to modify Ghazarian et aL to include 
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about 0.0001 wt.% to about 1 wt.% anionic surfactant to reduce ice crystal formation during 
freezing of the composition according to the present invention. 

The outstanding Office Action appears to rely on Ellington et al for the disclosure of 
various buffers such as EDTA and TRIS. See Ellington et al at column 16, lines 52-63, and 
column 19, line 28. The outstanding Office Action additionally refers to Ellington et al for the 
disclosure of a balanced culture medium such as Ml 99 at column 16, line 59, and contends that 
medium Ml 99 suggests the use of polyoxyethylene sorbitan (Tween 80). It is submitted that 
Tween 80 is provided in medium Ml 99 to help dissolve the other components in medium Ml 99. 
There is no disclosure by Ellington et al or ATCC Catalogue (Page 522) that Tween 80 can be 
useful for reducing ice crystal formation during freezing of a semen extender composition. One 
having ordinary skill in the art would not have received any suggestion from Ellington et al or 
ATCC Catalogue (Page 522) that the incorporation of Tween 80 into the composition described 
by Ghazarian et al would have any benefit for reducing ice crystal formation during freezing 
according to the present invention. Accordingly, no reason has been provided to explain why 
one having ordinary skill in the art would be motivated to modify Ghazarian et al to include 
Tween 80 which is simply a disclosed component of medium M199. 

The reliance upon Ellington et al and ATCC Catalogue (Page 522) is an example of the 
use of impermissible hindsight. There must be a suggestion to combine the references or make 
the modifications to achieve a prima facie case of obviousness. It is not enough to simply pick 
and choose various components from several references. The outstanding Office Action fails to 
explain why one having ordinary skill in the art would be motivated to select Tween 80 from the 
lengthy list of components identified in balanced culture Ml 99, and then add that component to 
the composition described by Ghazarian et al Clearly, there is no recognition by Ellington et al 
that an anionic surfactant can be used to reduce ice crystal formation during freezing according 
to the present invention. Absent a motivation to modify Ghazarian et al, the presently claimed 
invention would not have been obvious. 

Hellemann et al are apparently relied upon in the outstanding Office Action for the 
disclosure of sodium laurel sulfate in a composition intended for rabbit semen. See the abstract 
of Hellemann et al Similar to Aitken, Hellemann et al are directed at the use of a composition 
containing raw egg. It is submitted that one having ordinary skill in the art would not have 
looked to Hellemann et al for modifying a composition that does not contain raw egg yolk. 
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Furthermore, the outstanding Office Action fails to provide a sufficient reason to explain why 
one having ordinary skill in the art would modify Ghazarian et al. in view of the disclosure by 
Hellemann et al. to achieve the presently claimed invention. 

In view of the comments, the presently claimed invention would not have been obvious 
from Ghazarian et al., Saint-Ramon et al., Rajamannan, Aitken, Ellington et al., and Hellemann 
et al. Accordingly, withdrawal of this rejection is requested. 

It is believed that this application is in condition for allowance. Early notice to this effect 
is earnestly solicited. 



Respectfully submitted, 



MERCHANT & GOULD P.C. 
P.O. Box 2903 

Minneapolis, Minnesota 55402-0903 
(612) 332-5300 
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Bll-ADYL® 

C ocktail of Anti'biotrcs 
S olirtlon for Fraction A 
Solution for Fraction B 
'Concentrated Culture Medium for Bull Setfsn 

Ch.-8.:OO2230fO 

besibefore30.06.07 
tarfc OmttadlsttlW state water 24^g, Tfe J2,t0g 
Citric Acid 6,90 g, Fructose 5,00 g 



Storage: 

At a controlled temperature of +5 1 C MJ/r) 
h flSrt! ehwonrnorrt Shdf Eta: 12 no** _ 

Warning: v.;,; 
Keep out of reach chM** , ^^^Jtr^ 

Not fof use on tfve animda 
Do not expose to heat or s*i 

Matte In Germany 
MlNlTOBGmbH &CO.KQ 
AbfQII- und LabortechnlK^ 
HanptstraBe 41 • 
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BIS.ADYL® 

C ocktai/ of Antibiotics 
S olution for Fraction A 
S odition for Fraction 8 
of Concentrated Culture Medium for Bull Semen 
250 g 

:0O?2O019 
before 28.12.06 



Contents: 

Double distilled sterife water 140,00 g, Glycerol 86 00 g 
Tris 1 2,1 0 g, Citric Acid 6,90 g, Fructose 5,00 g 
we Units of Antibiotics: Tytosin 2,50 mg, Gentamycin 1 2 50 mg 
□neomycin 7,50 mg, Spectinomycln 15,00 mg 



Storage: 

At a controlled temperature of + 5° C (+ 41° F) 
in a dark environment. Shelf life: 12 months. 

Warning: 
Keep out of reach of children 
Not for humanor animal consumption and / or treatment 
Not for injection 
Not for use on five animals 
Do not expose to heat or sun 

Made in Germany 



MIN1TUB GmbH & Co. KG 
Abfull- und Labortecf-inik 
HauptstraBe 41 
D-84184 Tiefenbach 
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Characteristic 
Features of 
Surfactants 



Surfactants are among the most versatile of the products of the 
chemical industry, appearing in such diverse products as the motor 
oils we use in our automobiles, the pharmaceuticals we take when we 
are ill, the detergents we use in cleaning our laundry and our homes, 
the drilling muds used in prospecting for petroleum, and the 
flotation agents used in benefication of ores. Of late, surfactants have 
become the subject of intense investigation by researchers in the 
fields of chemical kinetics and biochemistry because of the unusual 
properties of the polymeric forms (micelles) of these materials. 

In spite of a wealth of experience in the field, the utilization of 
surfactants for a particular purpose remains more of an art than a 
science. The objective of this monograph is to attempt to develop a 
rational approach to this utilization by coupling an appreciation of 
the characteristics of the various types of surfactants currently 
available with a knowledge of the chemistry and physics of the 
phenomena in which they are used to yield an understanding of the 
reasons for their use for certain purposes and in certain products. 

A surface-active agent (or, more briefly, surfactant) is a substance 
that, when present., at low concentration in a system, has the 
property of adsorbing onto the surfaces or interfaces of the system 
and of altering to a marked degree the surface, or interfacial free 
energies of those surfaces (or interfaces). The term interface indicates 
a boundary between any two immiscible phases; the term surface 
denotes an interface where one phase is a gas, usually air. 

The interfacial free energy is the minimum amount of work 
required to create that interface. The interfacial free energy per unit 
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This Page is Inserted by IFW Indexing and Scanning 
Operations and is not part of the Official Record. 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defectsjjrthe images include but are not limited to the items checked: 

BLACK BORDERS 




□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADED TEXT OR DRAWING 

□ BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 
COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 
ES OR MARKS ON ORIGINAL DOCUMENT 

REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 




